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Decision on appeal under 35 U.S.C. § 134
The appeal is froma decision of a primry exam ner
rejecting claims 1-16. W affirm but designate our affirmance

as a new ground of rejection under 37 CFR § 1.196(b).

A. Findings of fact
The record supports the following findings by at |east a

preponder ance of the evidence.?

Application for patent filed 21 Novenber 1997. Applicants claim
priority based on PCT application PCT/EP95/01055, filed 21 March 1995. The
real party in interest is Applied Research Systens ARS Hol ding N. V. (Appeal
Brief, page 1).

To the extent these findings of fact discuss |egal issues, they may be
treated as conclusions of |aw.



The cl ai ns

1. The cl ains on appeal are clainms 1-16.

2. According to applicants, the clainms stand or fall
together. W therefore decide the appeal on the basis of
claiml. 37 CFR § 1.192(c)(7).

3. Claim1l, the only independent claimin the
application, reads:

A stable, liquid pharmaceutical conposition conprising
reconbi nant human Chorioni ¢ Gonadotropin and a stabili zing
anount of mannitol.

The rejection

4, Clains 1-16 stand rejected under 35 U. S. C
§ 103(a) as being unpatentable over PCT international application

WO 93/11788, published 24 June 1993 (PCT application).?®

Applicants' invention

5. The invention relates to a liquid formulation
cont ai ni ng human Chorioni c Gonadotropin (hCG stabilized with
manni t ol .

6. According to applicants, it is known that highly
purified proteins easily undergo degradation due to contact with

at nospheric agents (specification, page 1, lines 7-8).

The PCT application is prior art under 35 U . S.C. § 102(h).
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7. Further according to applicants, degradation is
nore evident for proteins produced by reconbi nant DNA techni ques
(specification, page 1, lines 8-9).

8. Still further according to applicants, the
proteins are usually stabilized with sacchari des, such as
| actose, or with mannitol, or with other proteins or am noacids
(specification, page 1, lines 10-12).

9. An hCG conposition is adm nistered as a
pharmaceutical in the formof an injectable forrmulation. The
specification (page 1, lines 13-16) tells us:

The injectable stabilised formul ati ons of gonadotropins
are obtained with a process which includes always a step of
| yophilisation to obtain a dry powder; in such a way the
stabilised fornulations are able to maintain a | onger cycle
life, even if stored at roomtenperature.

10. Applicants acknow edge the PCT application as
prior art in their specification (specification, page 1,
line 17). Specifically, applicants note (specification, page 1,
lines 17-21):

WO 93/11788 [the PCT application] describes |yophilised
gonadot r opi n- cont ai ni ng pharmaceuti cal conpositions
stabilised with sucrose, alone or in conbination wth other
stabilising agents. 1In said patent application it is shown
that the stability provided to the |yophilised conpositions
under study by sucrose was better than that provided by
| act ose or mannitol.



11. Applicants allege (specification, page 1,
| i nes 22-25):

No liquid stabilised formul ati ons of gonadotropi ns have
been described until now It is highly desirable to obtain
such liquid formulations so as to have the conpositions
ready to be injected and to avoid the reconstitution of
| yophi | i sed powder, thus sinplifying the way of use.

12. CQur reading of the specification reveals that
applicants believe that they have found that a |iquid fornmul ation
of reconbinant hCG [al so referred to as rec-hCG or r-hCQg
stabilized with mannitol (1) has a decent shelf-life and (2) can
be directly used as a liquid in injectable formw thout the need
to reconstitute a |yophilized powder.

13. The preparation of a liquid fornulation of rec-hCG
and mannitol is described (specification, page 5, lines 17-29).

14. In their Appeal Brief (Paper 15, page 3),
applicants call attention to Tables 10, 11, 12, 13, 14 and 15
as evidence of the patentability of their clainmed invention.

Data in the Tables is apparently based on experinmental work.?*

Applicants rely on experinmental data set out in the specification in
support of the appeal. W likewi se have relied on the data and found it
material in rendering our decision. Moreover, in reaching our decision, we
have made the followi ng assunmptions: (1) the data set out in the specification
upon which applicants rely is based on actual experinentation, (2) the data is
accurately set out in the specification and (3) the data is not based on
prophetic exanples [see Hoffmann-La Roche, Inc. v. Pronmega Corp., 1999 U.S.

Di st. LEXI'S 19059, Civil Action C-93-1748-VRW (N.D. Cal. Dec. 7, 1999)
(Findings of Fact 56-60, 63-66, 69, 105-106, 112, 131 and 136 and Concl usi ons
of Law 32 and 35)]. We also have relied on the fact that there is no other
data known to applicants or the real party in interest which (1) would tend to
contradict the experinmental data set out in the specification and (2) was not
called to our attention in the brief and/or reply brief on appeal [see 37 CFR
§ 1.56(b)(2)]. If any of our assunptions are not correct, applicants should
imediately notify the board in the form of a request for reconsideration.
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15. To understand Tabl es 10-15, one nust first
appreci ate Table 7, which describes four (4) conpositions, which

we designate as 1 through 4:

1 r-hCG 5000/ S01 contains 10000 units r-hCG and 102.6 units sucrose
2 r-hCG 5000/ M01 contains 10000 units r-hCG and 54.6 units mannit ol
3. r-hCG 10000/ S01 contains 20000 units r-hCG and 102.6 units sucrose
4

r-hCG 10000/ M01 contains 20000 units r-hCG and 54.6 units mannitol®

16. One imedi ately notes that the ratio of sucrose to
r-hCGis slightly less than twice the ratio of mannitol to r-hCG

[ 102. 6/ 10000

0. 0. 01026 whereas 54.6/10000 = 0.00546 for
Conpositions 1 and 2, respectively, and 102. 6/ 20000 = 0.00513 and
54. 6/ 20000 = 0.00273 for Conpositions 3 and 4, respectively].

17. According to the specification, Tables 10 and 11
report the purity determ ned by HPSEC® for 5,000 and 10,000 |U
strength respectively. The data is said to show that even after
three weeks at 50°C, the purity is higher in the fornmulations
containing mannitol conpared to the fornul ati ons contai ni ng

sucrose (specification, page 4, lines 13-16).

In Table 7, the fornulation is identified as "r-hCG 1000/ M01" (enphasis
added) . Based on other Tables we discuss, infra, we suspect the 1000 is a
typographical error and that applicants meant 10000. Accordingly, we use 10000
and not 1000.

We are told in the specification that purity was nmeasured by HPSEC
anal yses using standard conditions set out in the specification. However
there is no testinony, for example, in the formof a Rule 132 decl aration,
whi ch explains (a) the reason why the test is being used and why the data is
being relied upon; (b) how the test is perforned; (c) how the data is generated
using the test; (d) how the data is used to determ ne a value; (e) the
acknow edged accuracy of the test; and (f) any other information which would
aid the USPTO, including the board, in understanding the significance of the
test or data. Hence, on this record, we do not know what weight, if any,
shoul d be assigned to HPSEC tests and data generated therefrom



18. The data reported in Table 10 seens to show t hat
the "purity” in terns of a percentage (Tine = 0 weeks being 100%
of Conpositions 1 and 2 is essentially the same after 1 and 3
weeks at 50°C and after 3 weeks at 40°C (specification, page 17,

Tabl e 10) (higher percentage set out in bold):

50°C 40°C

1 week 3 weeks 3 weeks

r- hCG 5000/ SOL 90.0 86. 3 97.2
r- hCG@ 5000/ MOL 89.5 88.3 97.6

19. The data reported in Table 11 seens to show t hat
the "purity” in terns of a percentage (Tine = 0 weeks being 100%
of Conpositions 3 and 4 are sonewhat better for mannitol vis-a-
vis sucrose in ternms of a shelf-life at 50°C, but shelf-life is
slightly better for sucrose vis-a-vis mannitol in terns of a
shelf-life at 40°C. (specification, page 17, Table 11) (higher

percent age set out in bold):

50°C 40°C

1 week 3 weeks 3 weeks

r- hCG 10000/ SO1 91.8 88.9 97.9
r-hCG 10000/ MOL 93.4 92.1 97.2

20. Tables 12 and 13 are said to report the purity

of the a-subunit of r-hCG determ ned by "reverse phase HPLC'’

Our comments with respect to HPSEC, n.6, supra, also apply to "reverse
phase HPLC".



after 1 week storage at 50°C for sucrose and mannit ol
formul ati ons (specification, page 4, lines 16-18). The data is
said to "confirmthe better stability of the fornulation
containing mannitol in conparison to that containing sucrose”
(specification, page 4, |ines 18-20).

21. The o-subunit percentage for Conpositions 1
through 4 after 1 week at 50°C (o-subunit % = 100 at time = 0

weeks) is said to be the foll ow ng:

1. r-hCGE 5000/ SOL (sucrose) 90. 2

2. r-hCE 5000/ M1 (rmannitol) 94. 7
and

3. r-hCGE 10000/ SOL (sucrose) 92.4

4. r-hCGE 10000/ MOL (mannitol) 95.1

22. According to the specification (page 5,
lines 1-3), Tables 14 and 15 report bioactivity assay® with no
appreci abl e bioactivity decrease being observed after 24 weeks at
4°C and 25°C in conpositions with mannitol.

23. It is true that Tables 14 and 15 report data at
the 24 week tinme period for mannitol. No data is reported for
sucrose. Accordingly to the extent the data in Tables 14 and 15
are replied upon to conpare r-hCG s stabilized with mannitol vis-
a-vis those stabilized with sucrose, the data are not convi ncing.

24. Further according to counsel, Table 14 shows that

when eval uated by bioassay of the International Unit content, the

8 CQur comments with respect to HPSEC, n.6, supra, also apply to

"bi oassay" tests and data reported fromthose tests.
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mannitol -containing liquid forrmulation |lost 27%of its | U n
after three weeks at 50°C while the sucrose stabilized liquid
forrmul ation | ost 36% over the sane tine period at the sane
tenperature (Appeal Brief, page 3).

25. We are unsure as to how counsel arrived at the
27% and 36% figures for the data in the three week col um of
Table 14. As best we can tell, the percentages should be 26.5%

for sucrose and 18.4 for mannitol:

Sucrose (9194 - 6757)/9194 0. 265 26. 5%

Manni tol (8548 - 6977)/8548

0.184

18. 4%
We assune that applicants would maintain that the | ower the
percentage, the better the result. However, as we have noted
earlier, we are unable, on this record, to make a finding as to
whet her the results are due to (1) sucrose v. mannitol or (2) the
anount of sucrose v. the anmount of mannitol or (3) both.
Mor eover, we note that after a 3-week period the U mnm for
sucrose (6757) is not all that different than the 1UmM for
manni t ol (6977).

26. Still further according to counsel, Table 15 shows
that the mannitol liquid fornulation | ost 24% neasured in | U m
after 6 weeks at 40°C whereas the sucrose |liquid forrul ati on | ost
32.5% over the sanme tine period at the same tenperature (Appeal
Brief, page 3).

27. Wt have no idea where the 24% and 32.5% fi gures
come from As best we can tell, if one starts with T = 0, then

t he percentages shoul d be:



Sucrose (20273 - 14977)/20273

0. 261

26. 1%

Mannitol (18919 - 14680)/ 18919 0. 224 22.4%°

28. Counsel argues that the results of Tables 10-15
"are surprising and unexpected." Wiy? In ternms of the data in
Table 10 and 11, we have not been told whether a 3-week period is
practical shelf-life or whether r-hCG conpositions are normally
stored at 40°C or 50°C. In other words: "Froma practical point
of view, what would one skilled in the art understand to be the
normal shelf-life needed for liquid r-hCG conpositions?”
Additionally, we are in no position to determne, on this record,
that any differences in results are not due to the difference in
the ratio of r-hCGto sucrose v. the ratio of r-hCG to mannitol.
The data in Tables 14 and 15 at the 3-week and 6-week peri ods
shows the U mM figures to be simlar (6757 v. 6977 and 14977 v.
14680). We have not been told whether a person having ordinary
skill in the art would view these differences to have any
practical significance.

29. We decline to find that the data in Tables 7

and 10-15 establish any superior, surprising or unexpected result

for mannitol v. sucrose.

The prior art--PCT application

30. According to the PCT application (page 1
lines 8-11):

Arguably, one m ght obtain counsel's percentages if the "base"
is T = 4 weeks.



It is known that highly purified proteins are tine-
unstable and are stabilized, for instance, in adm xture with
sacchari des, such as | actose and mannitol ***.

31. Further according to the PCT application (page 2,
lines 31-33):

Gonadot ropi ns which are found on the market are stabilized
by neans of saccahrides, for instance hCGis stabilized by
means of mannitol (Profasi® SERONO) ***.

32. Still further according to the PCT application
(page 3, lines 3-6):

We have now found that sucrose confers a better
stability to the fornul ation of gonadotropins and in
particular to the formof these glycoproteins which have
been prepared with the reconbi nant DNA techni que.

33. An object of the invention described by the PCT
application (page 3, lines 12-22):

is to provide a process for the preparation of *** [a]
phar maceuti cal conposition, the step of |yophilising an
aqueous sol ution of the conmponents. Another object is to
provide a presentation's formof *** [the] pharmaceutical
conposition conprising the said solid mxture hernetically
closed in a sterile condition within a container suitable
for storage before use and suitable for reconstitution of
the mi xture for injectable substances.

Anot her object is to provide a solution for said solid
m xture reconstituted into an injectable solution.



34. The PCT applications says that "biological tests
have been perfornmed"” (page 4, line 6) and that the results of
those tests (page 4, lines 12-15):

show that the npbst stable fornul ations anong those tested
are those containing sucrose, i.e., formulations with
sucrose alone and with sucrose plus glycin.

35. One study is described as follows (page 19,
lines 5-16):

A study has been also performed on urinary hCG
formul ati ons by using sucrose (formulation "a", 30 ng
sucrose), lactose (fornulation "b", 10 ng | actose) or
mannitol (forrmulation "c", 20 ny mannitol) as stabilizers in
3 mM vials containing 500 I.U. /vial hCG

Tab. 10 gives the estimated val ues derived by the
bi ol ogi cal assay perfornmed at different tinmes for said hCG
fornmul ati ons stored at a tenperature of 55°C

Once again, sucrose is shown to be the nost suited
excipient in order to preserve hCG stability ***,

36. Part of a table at Tab. 10 reveals the follow ng

(page 20), where 3Wneans 3 weeks and 6W neans 6 weeks: '

Conposi tion T=0 3W 6W
a 511 567 597
b 534 355 428
c 449 332 244

We note that the ratio of hCG to sucrose is not the sane as the ratio
of hCG to mannitol. Hence, we find it difficult to assess the weight to be
given the data set out in Tab. 10. See also Finding 25.
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Eur opean Patent Application 0 448 146 Al

37. The PCT application nentions European Patent
Application O 448 146 Al, published 25 Septenber 1991 (EPO).

38. EPO describes the "State of the Art" partially as
foll ows (page 2, lines 10-24):

Rel atively pure gonadotropin preparations are
commercially available. For exanple, conpositions
contai ning naturally derived human nenopausal gonadotropin
("HMG') and naturally derived human chori oni ¢ gonadotropin
("HCG') are avail able as freeze-dried preparations under the
trade designations "Hunegon" and "Pregnyl," respectively,
from Organon International, bv of Oss, NL. Pregnant mare
gonadotropin is also available in freeze dried formfromthe
same conpany.

A bul ki ng agent, e.g., mannitol, is added to these
preparation before |lyophilization. They do not require the
addition of a stabilizer to ensure an adequate shelf-life.
Evi dently whatever natural contami nants remain after the
purification process act to stabilize the preparations in
freeze-dried form

Recently however, with the advent of nore effective
production and purification techni ques, preparations of
certain very pure gonadotropins are insufficiently stable.
They degrade in a relatively short tinme, losing activity.

In order to prevent or slow down this degradation, attenpts
were nmade to freeze-dry (lyophilize) the preparations.
Lyophilization has only been partially successful however.

A need exists for a gonadotropin containing
phar maceutical preparation which is stable over a sufficient
| ong period of time for the product to be manufactured,
shi pped, and stored prior to use. The need is especially



great for a stable preparation containing nore than one
gonadot r opi n.

B. Discussion

1. Scope of claim1l

a.
We begin our analysis by construing the scope of applicants’
claim1. As noted above, claim1 reads:

A stable, liquid pharmaceutical conposition conprising
reconbi nant human Chorioni ¢ Gonadotropin and a stabili zing
anmount of mannitol.

The conposition nust:
(1) be in "liquid" as opposed to "solid" form
(2) be capable of being used as a pharnmaceuti cal;
(3) contain hCGin "reconbi nant" as opposed to a
natural form and
(4) contain a "stabilizing" anmount of mannitol.
The so-called "preanble" states that the conposition is

"stabl e".

b.
Qur appellate review ng court has provided gui dance with
respect to the weight to be given words in a preanble. Bristol-

Myers Squi bb Co. v. Ben Venue Laboratories, Inc., 246 F.3d 1368,

1373, 58 USPQ2d 1508, 1513 (Fed. Cir. 2001) (if the body of the
claimsets out the conplete invention, and the preanble is not

necessary to give "life, meaning and vitality" to the claim
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"then the preanble is of no significance to claimconstruction
because it cannot be said to constitute or explain a claim

[imtation"); Rowe v. Dror, 112 F.3d 473, 478, 42 USPQ@d 1550,

1553 (Fed. Cir. 1997) ("A claimpreanble has the inport that the
claimas a whole suggests for it. Were a patentee uses the
claimpreanble to recite structural limtations of his clained

i nvention, the PTO and courts give effect to that usage.
Conversely, where a patentee defines a structurally conplete
invention in the claimbody and uses the preanble only to state a
pur pose or intended use for the invention, the preanble is not a

claimlimtation." (citations omtted)).
Federal Circuit precedent also provided guidance with
respect to the construction of clains undergoing exam nati on.

Burlington Industries v. Quigg, 822 F.2d 1581, 1583, 3 USPQd

1436, 1438 (Fed. Cir. 1987) (clainms undergoing exam nation are
gi ven their broadest reasonabl e construction consistent with the

specification); In re Prater, 415 F.2d 1393, 1404-05, 162 USPQ

541, 550-51 (CCPA 1969) (sane).

C.
In this case, we have found no definition of the term
"stable" in the specification. The specification tells us that
"[t]he main object"” of applicants' invention is a pharmaceutical
conposition containing hCG "stabilised" with a sugar, preferably
mannitol (page 1, lines 28-32). Although data in the

specification reports results after as long as a 24-week period
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(page 20), nothing in the specification would support a
definition of "stable"” in the clainms as requiring stability for a
24-week period or any other particular period.

We al so note that the claimotherwi se requires a
"stabilizing" ampbunt of mannitol. Various tests are described in
whi ch varying anmounts of mannitol are mxed with r-hCG  Use of
t he anbunts of mannitol set out in the specification presumbly
woul d result in a "stable" conposition. Hence, it can be argued
that "stable" adds nothing to the claimwhich is not already
there by virtue of the limtation requiring a stabilizing anount
of mannitol. Accordingly, we decline to give any weight to the
word "stable" in the preanble of claim1. However, even if we
did give the termsone weight, in light of the fact that
applicants' claiml1l is to be construed broadly consistent with
the specification, we would hold that "stable" at best woul d nean
that the conposition is stable for any period of tine.

Nothing in claim1l requires that the |iquid pharmaceuti cal
conposition be in liquid formfor any particular tinme. Hence,
the claimreads on |yophilized r-hC& mannitol conpositions which
have been reconstituted to liquid formjust prior to

adm ni stration.

2. Pri ma faci e obvi ousness

An under standi ng of our rationale in support of obviousness

requires, inter alia, (1) an understanding of the broad scope of

claiml1, (2) practices said to be used in the prior art and
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(3) the extent to which claim1 would preclude sinmlar practices
whi ch we hold to have been obvious over the practice which is

explicitly described in the prior art.

a.

It appears fromthe prior art that once upon a tine the

art" used natural hCG as the primary source for pharnaceutica
application. Apparently, natural hCGis quite stable, at |east
if we are to believe EPO. According to EPO, sone natural hCG
products do not need stabilizers, although we note that a
"bul ki ng agent” anount of mannitol (now understood to be a
stabilizer) is said to have been added to hCG prior to

| yophilization. Natural contam nants are said to be a
possibility for explaining why natural hCG remai ned stable after

| yophilization. EPO reveals, however, that as nore pure hCG cane
to be, stabilization problens devel oped.

Sormewhere along the Iine hCGin reconmbinant form[r-hC3
came to exist--all would recognize that r-hCG would be quite
pure. Hence, given its purity, it reasonably woul d have been
expected from EPO that r-hCG would need a stabilizer. The PCT
application confirnms what one skilled in the art would have
divined from EPO. According to the PCT application, sucrose is
"the solution” to stability problens.

To be sure, the PCT application at first blush would appear
to be a basis for one skilled in the art to tout sucrose in favor

of mannitol, saying that (1) the "nost stable fornulations”
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(page 4, line 12) are those with sucrose and (2) sucrose "is nuch
better than mannitol" (page 19, line 15). The PCT application
neverthel ess reveals that mannitol -stabilized hCG has been
commercially marketed under the mark Profasi® |If a
phar maceuti cal product has been narketed, as applicants' assignee
seens to say it was in the PCT application and their Reply Brief,
t hen manni tol stabilized hCG cannot be considered a technical
curiosity. Generally, conpanies do not market products which do
not wor k.

The record does not show the precise nature of the Profasi®
product. However, counsel for applicants favors us with the
follow ng discussion in the Reply Brief (page 2):

*** the commercial product which has been referenced
(Profasi) is a product of a conpany related to the real
party in interest herein and is urinary hCG and not
reconmbi nant hCG as cl ai nmed.

Whil e a statenment of counsel cannot take the place of evidence in
the record, we accept counsel's representation for the purpose of

deci di ng the appeal.

b
We find that the difference between
(1) the "comrercial product” (Profasi® and other hCG
conposi tions described on pages 19-20 of the PCT
application and

(2) the subject matter of claiml



is that claim1l requires r-hCG with mannitol whereas the prior
art describes natural hCG with mannitol.

The PCT application, however, makes it nore than clear that
r-hCGis a viable alternative to natural hCG  The PCT
application describes efforts to find a solution to stabilization
probl ens associated with hCG in general, and r-hCG in particular
(page 3, lines 3-6). W hold that one skilled in the art woul d
have found it obvious to use r-hCGin place of natural hCG to
meke the conpositions described by the PCT application. The use
of purified r-hCGin place of natural hCGis nothing nore than
t he use of a known product for its known use to achi eve an
expected result, i.e., a pharmaceutical conposition with a known

use. Cf. In re Gorman, 933 F.2d 982, 987, 18 USP(Rd 1885, 1889

(Fed. Cir. 1991) (the claimelenents appear in the prior art in
the sanme configurations, serving the sane functions, to achieve
the results suggested in the prior art).

Once one accepts the fact that one skilled in the art would
have found it obvious to use r-hCGin place of natural hCGto
make a | yophilized product |ike the comrercial natural hCG
Pr of asi ® product, then one also has to i medi ately accept the
proposition that the |yophilized product with r-hCG woul d be used
in practice by reconstituting it into an injectable solution (PCT
application, page 3, lines 21-22). It is the otherw se obvious
r-hCGE manni tol injectable solution which we feel renders obvious
the subject matter of claiml. Stated in other terns, we find

that one using a reconstituted injectable otherw se obvi ous

- 18 -



solution of r-hCG and mannitol would infringe applicants' claim
1. For a variety of reasons, many of which are apparent from our
findings, we are not prepared to say that applicants’

speci fication evidences unexpected results. However, assum ng
arguendo it does, then what surfaces in this appeal that
applicants' claimis too broad in the sense of 35 U S.C. § 103.

In re Muchnore, 433 F.2d 824, 826, 167 USPQ 681, 683 (CCPA 1970)

(claims which include obvious subject matter and non-obvi ous
subject matter are not patentable under 8 103). A clai mwhich
woul d preclude the public fromusing an injection solution
reconstituted fromlyophilized r-hCG and mannitol runs afoul of

§ 103.

C.

Since our rationale in support of obvious is not that of the
exam ner, it would be fair to say that applicants have not had a
reasonabl e opportunity to anticipate our rational e and address
iIt. We nevertheless feel it appropriate to address sone of
appl i cants' argunents.

According to applicants (Appeal Brief, page 3), it has been
established that the stability of |yophilized hCG conpositions
containing sucrose "is better"” than simlar conpositions
stabilized with other materials, such as |actose or mannitol.
Accordingly, applicants make an argunent in the formof a
gquestion to the effect: "Way in the world would one skilled in

the art even "try' to use mannitol in place of sucrose?" Wile
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applicants' argunent is superficially plausible in the face of
the PCT application, it falls apart when one takes into account
the fact that hCG products with mannitol have been commercially
sold. Thus, even if one accepts the proposition that the data in
the PCT application supports a finding that sucrose is better
than mannitol, it remains the fact that those skilled in the art
woul d have understood that comrercial hCGE mannitol products
performin an acceptable manner. W believe one skilled in the

art will not lightly reject conmercial enbodi nents.

3. Applicants' data

The Federal Circuit has determ ned that board is given broad
deference in its weighing of the evidence before it. 1n re

Inland Steel Co., 265 F.3d 1354, 1366, 60 USPQR2d 1396, 1405-06

(Fed. Cir. 2001). \Whether evidence shows unexpected results is
an question of fact and party asserting unexpected results has

t he burden of proving that the results are unexpected. 1In re
CGeisler, 116 F.3d 1465, 1469-70, 43 USPQ2d 1362, 1364-5 (Fed.
Cir. 1997). For a variety of reasons, we decline to credit nuch
of the technical data offered by applicants in support of non-
obvi ousness. Accordingly, we decline to find that applicants

have sustai ned their burden of establishing unexpected results.

a.
We do not know whet her Conpositions 1 through 4 (see
Finding 15) provide a basis for conparing hCGE sucrose v.

hC&E mannitol. The anmpbunt of sucrose and nmannitol in the hCG
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conpositions differs. See Findings 16 and 25. There is no
testinony before us which explains why data based on the
conposi tions woul d be accepted by those skilled in the art in the

face of the different rati os.

b
We do not know whether the data set out in Tables 10 and 11
woul d be accepted by a person skilled in the art as show ng that
use of sucrose is not as good as use of mannitol. W cannot
over enphasi ze the fact that one relying on data to establish has
a burden of establishing that unexpected results are actually
obt ai ned and the significance of those results to one having

ordinary skill in the art. Cf. In re Kl osak, 455 F.2d 1077,

1080, 173 USPQ 14, 16 (CCPA 1972) (inventor nust show that the
results clained to obtained with a clainmed invention are actually
obtained with the invention).

Assum ng that the different ratios of hCGto sucrose or
manni t ol have no practical effect on other testing described in
the specification, then we note that in the case of Conpositions
1 and 2, after 1 week at 50°C the stability data (90.0) for
r- hCE sucrose woul d appear to be higher (and therefore presunmably
better) than the data (89.5) for r-hC& mannitol (see Finding 18).
A simlar observation can be made with respect to Conpositions 3
and 4 when tested at 40°C for 3 weeks (see Finding 19). Even if
we were inclined to give the term"stable" in the preanble of

claiml sone claimlimting significance, it would not exclude
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an r-hCG manni tol conposition which has been stored for 1 week

or 3 weeks.

C.

Tabl es 12 and 13 involve purity tests of the o subunit of
r-hCG But, the clainms are not limted to the o subunit of
r-hCG \What significant fact are we to divine fromdata limted

to the o subunit? On this record, we are not told!

d.
The data in Tables 14 and 15 are unexpl ained. W recognize
that there is data, but we have no idea of its significance to
one of ordinary skill in the art. Applicants have not

sufficiently expl ained the significance of the data. See also

n. 6, supra, and Findings 23-27.

C. Order
Upon consi deration of the appeal, and for the reasons given,
it is
ORDERED that the rejection of clainms 1-16 is affirned.
FURTHER ORDERED that in view of the fact that we have
relied on additional prior art and new rationale, the affirmance

of the rejection is a new ground of rejection under 37 CFR

§ 1.196(bh).



FURTHER ORDERED t hat under 37 CFR § 1.196(b) our new
ground of rejection shall not be considered final for purposes of
judicial review.

FURTHER ORDERED t hat applicants, WITHIN TWO MONTHS FROM
THE DATE OF ENTRY OF THIS DECISION, nust exercise one of the
following two options with respect to the new grounds of
rejection to avoid term nation of proceedings (37 CFR § 1.197(c))
as to the rejected clains:

(1) Submt an appropriate anendnent of
the clains so rejected or a show ng of facts
relating to the clains so rejected, or both,
and have the matter reconsidered by the
exam ner, in which event the application wll
be remanded to the exam ner

(2) Request that the application be
reheard under 8§ 1.197(b) by the Board of
Pat ent Appeal s and Interferences upon the
same record

FURTHER ORDERED t hat since the appeal was presented on
the basis that all clainms stand or fall together, and that we
have deci ded the appeal on that basis, should applicants elect to
proceed before the exam ner on remand [Option (1), supra], then
our affirmance should be construed to be without prejudice to
appl i cants presenting argunent before the exam ner naintaining
that any of clains 2 through 16 are separately patentable from

claim1.



FURTHER ORDERED that no tine period for taking any
subsequent action in connection with this appeal may be extended
under 37 CFR 8§ 1.136(a).

AFFIRMED
(37 CFR § 1.196 (b))

WLLIAMF. SM TH
Adm ni strative Patent Judge

FRED E. McKELVEY, Seni or
Adm ni strative Patent Judge

BOARD OF PATENT
APPEALS AND
| NTERFERENCES

JAMES T. MOORE
Adm ni strative Patent Judge
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cc (via First Class mail):

OSTROLENK, FABER, GERB & SOFFEN
1180 Avenue of the Anericas
New York, NY 10036-8403



